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Figure 1 

Summary o f the Manufacturing & Quaiity Control Procedures for the Isiet-Cell Aaareaates 



> Health status (ongoing) 

> VIrologicat monitoring 



l^week old donor piglets: 
• Additional monitoring for 

Toxoplasma gondii, 

postlvlrus 



• Surgical removal 

• Collagenase digestion 

• Washing and culture 





• Surgical removal 

• Trypsin, DNAse digestion 

• Washing and' culture 



Islets: 

• betennlnatlon of islet cell yield 

• Determination of Islet cell 
viability 

• Detemfilnation of In vitro 
Insulin secretory capacity 
(SGS testing) 
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Islet-Sertoll cell 
aggregates: 

• Screening for bacterial, ftingai 
and mycoplasma] organisms 

• Bacterial endotoxin testing 
(IJMtest) 

• Virological raonltorins 

• DetennlnaQon of In vHro 

. Insulin seciBtory capacity 
(SGS testing) 



Sertoli cells: 

• Determination of Sertoli ceil 
yield 

• Determination of Sertoli cetl 
' vlabll^ 



£ 



Pass quality control testing 
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Fail quality control testing 



Cells stored in culture medium 
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» Cell batch 
discarded 
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FIGURE 4 
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